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[6355-01-M] 
CONSUMER PRODUCT SAFETY 
COMMISSION 
[16 CFR Parts 1500 and 1501] 


CLASSIFICATION AS BANNED HAZARDOUS 
SUBSTANCES OF CERTAIN TOYS AND 
OTHER ARTICLES PRESENTING MECHANICAL 
HAZARDS DUE TO SMALL PARTS 


Proposed Regulation 


AGENCY: Consumer Product Safety 
Commission. 


ACTION: Proposed regulation. 
SUMMARY: The Commission is pro- 


posing a regulation that would classify 


as banned hazardous substances cer- 
tain toys and other articles intended 
for use by children under 3 years of 
age. It would cover products which 
present a choking, aspiration or inges- 
tion hazard, based on their failure to 
comply with specified size criteria. By 
banning these products, the regulation 
would reduce the risks to children 
under three from choking, aspirating, 
or ingesting small parts. 


DATES: Comments must be received 
no later than December 15, 1978. The 
proposed effective date is 6 months 
following publication of the regulation 
in final form. All products introduced 
into interstate commerce after this 
date would be subject to the regula- 
tion. 


ADDRESS: Send comments to the 
Office of the Secretary, Consumer 
Product Safety Commission, Washing- 
ton, D.C. 20207, locate | at 1111 18th 
Street NW. 


FOR FURTHER INFORMATION 
CONTACT: 


Elaine Besson, Office of Program 
Management, Consumer Product 
Safety Commission, Washington, 
D.C. 20207, telephone 301-492-6453. 


SUPPLEMENTARY INFORMATION: 
BACKGROUND 


The Commission regulates the 
safety of toys and other children’s ar- 
ticles under the Federal Hazardous 
Substances Act (FHSA, 15 U.S.C. 1261 
et seq.). Before the Commission began 
operating in May 1973, the Food and 
drug Administration (FDA) regulated 
toy safety under FHSA authority. 

In 1970 the FDA issued two toy 
safety regulations which addressed the 
aspiration, ingestion, and choking haz- 
ards presented by particular small 
parts, such as noisemaking compo- 
nents in rattles, on toys (these regula- 
tions are now codified with the Com- 
mission’s regulations at 16 CFR 
1500.18(a) (1) and (2)). Under the au- 
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thority of these regulations, the FDA 
and later the Commission took many 
actions against particular toys which 
contained loose, small objects that 
could injure children. 

In January-1973 the FDA proposed 
for public comment a comprehensive 
regulation designed to (1) identify toys 
and other articles intended for use by 
children under 3 years of age which 
present a mechanical hazard from 
small parts, (2) identify mouth-actu- 
ated toys intended for use by children 
under 8 years of age which present a 
mechanical hazard from small parts, 
and (3) classify all such products as 
“banned hazardous substances” under 
the FHSA (38 FR 2179-80, Jan. 22, 
1973). 

The proposed regulation used a 
truncated, hollow cylinder of specified 
dimensions to determine which prod- 
ucts were too small (or had compo- 
nents that were too small). In addi- 
tion, the proposal referenced “use and 
abuse” test procedures to simulate the 
“normal use” and “reasonably foresee- 
able damage or abuse” that is part of 
the statutory definition of a mechani- 
cal hazard (section 2(s) of FHSA, 15 
U.S.C. 1261(s)). 

Some products which are normally 
intended by the manufacturer for chil- 
dren over 3 years of age may not be 
readily recognized by the purchaser as 
potentially unsuitable for younger 
children due to the presence of small 
parts. The FDA proposal therefore 
provided an exemption for those prod- 
ucts if they had the “negative” label 
“Caution: Not Recommended for Chil- 
dren Under 3 Years Old.” A similar ex- 
emption based on cautionary negative 
labeling was proposed for mouth-actu- 
ated toys “not generally recognized as 
being suitable for use only by children 
8 years of age or older.” 

The proposai contained additional 
exemptions for chalk, crayons, and 
books made entirely from paper be- 
cause the FDA believed the develop- 
mental benefits that children derive 
from the use of these products 
outweigh the potential danger of their 
being aspirated or ingested. In addi- 
tion, parents and other adults who 
might give a child a piece of chalk ora 
crayon would be likely to recognize 
that the article is small and is capable 
of becoming smaller through normal 
use or breakage. These adults would 
be expected to take adequate precau- 
tions to prevent such products from 
being placed in the mouths of very 
young children. 

In response to its proposal, the FDA 
received over 90 comments from man- 
ufacturers, distributors, trade associ- 
ations, the American Academy of Pedi- 
atrics, and individual consumers. 
Many of these comments were exten- 


sive and extremely critical. They ad- 
dressed: The very broad and undefined 
scope of the regulation; the lack of 
documentation for establishing the 
size and configuration of the test 
device; the vagueness of the labeling 
provisions and the exaggerated size re- 
quirements of lettering; the adverse 
effect of negative labeling; and the 
adequacy of lead time for compliance. 
In addition, the comments included re- 
quests for 20 different product class 
exemptions. 

In proposing its revised small parts 
banning regulation, the Commission 
has taken into consideration the com- 
ments received in response to the 
FDA’s January 1973 proposal. 

Neither the FDA nor the Commis- 
sion has previously taken action to 
withdraw or finalize the January 1973 
proposed small parts regulation. Nev- 
ertheless, the cylinder it described has 
been used as the basis of voluntary toy 
safety efforts by FDA and Commission 
staff members. In addition, the Toy 
Manufacturers of America (TMA) in- 
corporated the cylinder into its Volun- 
tary Product Toy Safety Standard PS 
72-76 (1976). 


InJuRY DATA 


The Government and industry toy 
safety efforts directed at small parts 
have been effective in reducing the 
risk of injury presented by small parts 
on toys and other articles intended for 
use by children under 3 years of age.' 
Nevertheless, the Commission believes 
that an unreasonable risk still exists 
and should be addressed by a manda- 
tory and comprehensive regulation. In 
particular, the fact that many of the 
injuries are fatal to children supports 
the finding of the unreasonableness of 
the risk from small parts. 

During calendar year 1976, more 
than 7,000 children under 10 years of 
age were treated in U.S. hospital emer- 
gency rooms for injuries related to 
small parts. This is a Commission esti- 
mate which is based on data from a 
statistical sample of 119 hospitals com- 
prising the National Electronic Injury 
Surveillance System (NEISS) A 
number of Commission efforts have 
led to additional injury information 
that focuses on the hazard which 
small parts present to children under 
3 


(a) Special study. Between December 
24, 1976 and February 9, 1977 the 
Commission’s epidemiological staff 
conducted a special study of small 


1 The risk is presented by articles intend- 
ed for use by children under 3 years of age, 
as well as toys. However, in an effort to sim- 
plify the preamble discussion, the term 
toy(s) will be used inclusively for both toys 
and other articles intended for use by chil- 
dren, 
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parts injuries reported through 
NEISS. The staff investigated and 
analyzed the injuries and found 153, 
representing an estimated 3,800 na- 
tionwide injuries for that period, 
which were verified to be ingestions, 
throat lodgments, or foreign body 
lodgments in ears or noses. Forty-six 
percent of these injuries were to chil- 
dren under 3 years of age, and 79 per- 
cent of all choking incidents were to 
children under three. (The complete 
study “Injuries Associated with Small 
Objects” is available from the Office 
of the Secretary.) 

(b) Bendix study. In 1976 the Com- 
mission contracted with the Bendix 
Co. to conduct an investigation into 
the size of toys/small parts which 
have caused choking deaths or inci- 
dents in children under the age of 6 
years. Bendix solicited information 
from the membership of the National 
Association of Medical Examiners. 

Death certificates and injury reports 
obtained by Bendix indicated that 
toys, toy parts, and other objects rang- 
ing in size from %e inch to 1% inches 
in greatest diameter can produce fatal 
obstruction of the air passage. (Copies 
of this Bendix report are available 
from the Office of the Secretary.) 

(c) Data on deaths associated with 
small parts. The staff has compiled 
data, from its own files and from those 
of the Bendix Co., on deaths associat- 
ed with small parts. Between March 
1973 and March 1977 the Commission 
received 113 death certificates in 
which the cause of death was related 
to small parts. Forty-five deaths were 
associated with 14 different types of 
children’s toys and nursey products. 

The following causes of death were 
among those revealed by the certifi- 
cates: (1) Lodgment of an object in the 
pharynx or larynx area in the throat, 
which blocked the air passage and re- 
sulted in suffocation; (2) drowning 
when an object became lodged, the 
victim attempted to vomit, and the 
gastric contents were unable to exit 
through the mouth or nose and thus 
entered the lungs; (3) swallowed sharp 
or pointed objects which cut or 
pierced internal organs; (4) aspiration 
of an object into a bronchus or lung. 

Approximately half of the victims in 
the Commission’s death certificate file 
on small parts were under 3 years of 
age. In the Bendix Co. data on deaths 
associated with choking, more than 
two-thirds of those who died were chil- 
dren under 3 years of age. 

(d) Other data bases. The Commis- 
sion also reviewed over 200 in-depth 
investigations and consumer com- 
plaints in its files which involved inju- 
ries from small parts. These involved 
foreign body throat lodgments, inges- 
tions, and aspirations, as well as for- 
eign body ear and nose lodgments. The 
throat lodgments cut off the breath- 
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ing of many of the victims, and some 
children survived only because an 
adult was present to remove the 
object. Some of the victims died of suf- 
focation. All of the victims who aspi- 
rated objects required hospital in-pa- 
tient treatment. 


PROPOSED REGULATION 


(a) Statutory framework. Under sec- 
tion 2(f)(1)(A) of the FHSA, the defi- 
nition of “hazardous substance” in- 
cludes “[aJny toy or other article in- 
tended for use by children which the 
[Commission] by regulation deter- 
mines * * * presents an electrical, me- 
chanical, or thermal hazard.” Under 
section 2(s) of the FHSA, “fa]n article 
may be determined to present a me- 
chanical hazard if, in normal use or 
when subjected to reasonably foresee- 
able damage or abuse, its design or 
manufacture presents an unreasonable 
risk of personal injury or illness * * * 
because the article (or any part or ac- 
cessory thereof) may be aspirated or 
ingested * * * or * * * because of any 
other aspect of the article’s design or 
manufacture.” 

The Commission is proposing to 
define as hazardous substances certain 
toys and other articles intended for 
use by children under 3 years of age, 
based on the small parts hazard they 
present. If the Commission issues a 
final regulation defining them as “haz- 
ardous substances,” they are automati- 
cally “banned hazardous substances” 
under section 2(q)(1)(A) of the FHSA, 
because they would be “[toys] or 
other article[s] intended for use by 
children which [are] hazardous 
substance[s].” 

Under section 3(e) of the FHSA, the 
Commission must follow the informal 
notice and comment rulemaking proc- 
dures of 5 U.S.C. 553 to determine that 
a. toy presents a mechanical hazard, 
unless it elects alternative procedures. 
In this small parts proceeding the 
Commission will follow the 5 U.S.C. 
553 procedures. 

(b) Scope. The Commission is pro- 
posing the small parts regulation to 
apply to nearly all toys and other arti- 
cles intended for children under 3 
years of age. All children and adults 
are potential victims of the hazard 
presented by small parts, but children 
under 3 are particularly susceptible. 

Children under 3 indiscriminately 
put things into their mouths and do 
not have the knowledge of cause and 
effect ‘relating to protecting them- 
selves from potential hazards as does 
an older child or adult (this is dis- 
cussed fully in an April 17, 1978 staff 
report entitled “Normal Developmen- 
tal Behavior in Young Children and 
Their Relationship to Potential Haz- 
ards” which is available from the 
Office of the Secretary). In addition, 
very small parts on toys that are in- 
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tended for use by children under 3 
usually serve a limited or no function- 
al purpose. 

Finally, it is easier to control the 
products to which children under 3 
have access than to control the prod- 


ucts to which older children have 


access. Children under 3 could, of 
course, encounter and choke on a coin, 
hairpin, or other adult item or on toys 
intended for use by their older broth- 
ers and sisters. However, the Commis- 
sion believes that a regulation directed 
at toys intended to be used by children 
under 3 will have a positive impact in 
reducing injuries. 

In determining which toys and other 
articles are intended for children 
under 3, the Commission will consider 
such factors as the manufacturer’s 
stated intent (such as on a label) if it 
is a reasonable one; the advertising, 
promotion, and marketing of the toy; 
and whether the toy is commonly rec- 
ognized as being intended for children 
under 3. None of these factors will 
necessarily be determinative. It should 
be noted that products which are in- 
teneded both for children under 3 and 
for older children will fall within the 
scope of the regulation. 

The proposed regulation covers all 
toys and other articles intended for 
use by children under 3 that are in- 
cluded in a long list of product catego- 
ries (§ 1501.2). The list has been devel- 
oped from a number of sources includ- 
ing the Toy Manufacturers of Ameri- 
can classification system, published 
commercial promotional materials, 
and a retail store survey conducted by 
the Commission staff. While this list is 
not intended to be exhaustive, the 
Commission believes that the vast ma- 
jority of toys covered by the regula- 
tion will fall within at least one of 
these categories. Because the scope of 
the proposed regulation is very broad, 
the list of product categories should 
be helpful to industry representatives 
and to consumers who want to focus 
on the products that the Commission 
intends to regulate. The Commission 
emphasizes that, even if a toy does not 
fall within a category on the list, it 
will be covered by the regulation as 
long as it is intended for use by chil- 
dren under 3 and is not specifically ex- 
cluded from coverage. 

The Commission has proposed ex- 
emptions for a number of products 
(§ 1501.3) whose utility or educational 
value far outweigh any possible hazard 
from small parts. In some cases, com- 
pliance with the small parts regulation 
would mean drastic redesign of useful 
everyday products at substantial cost 
to the consumer and very little addi- 
tional safety. In other cases, compli- 
ance would be physically impossible 
because the product could not perform 
its function if redesigned. 


FEDERAL REGISTER, VOL. 43, NO. 200—MONDAY, OCTOBER 16, 1978 





47686 


As examples, books made of paper 
and writing materials are educational 
and are associated with no significant 
injuries based on their size. Children’s 
clothing and accessories, such as shoe 
lace holders and buttons, are function- 
al and present a similarly insignificant 
injury pattern. Modeling clay and fin- 
gerpaints cannot practicably be manu- 
factured so that small bits of these 
substances will never break off. 
(Under the FHSA, any such products 
which are harmful to children because 
of their toxicity, as an example, are 
automatically banned.) 

The Commission also proposes to 
exempt marbels and balloons from the 
small parts regulation. Although these 
products have been involved in some 
choking and ingestion incidents (espe- 
cially when infants swallow and choke 
on deflated balloons), such incidents 
are relatively rare when compared 
with the billions of such products that 
have been in use. If the regulation cov- 
ered marbles and balloons, they would 
be effectively banned. In addition, the 
Commission believes that marbles, 
when used in the game of “marbles,” 
are generally intended for children 
over 3. However, the proposed regula- 
tion does cover any marbels which are 
part of a toy that is intended for chil- 
dren under 3. 

Finally, the Commission proposes to 
exempt pacifiers and rattles from the 
small parts regulation. The Commis- 
sion’s existing regulations for these 
products both contain requirements 
which specifically address the risk of 
injury presented by small parts (see.16 
CFR Part 1510 for the rattle regula- 
tion and 16 CFR Part 1511 for the pac- 
ifier regulation). 

A comment to the January 1973 pro- 
posal requested an exemption for 
vending machine products. This was 
based on the claim that these products 
are not intended for children under 3 
because such children cannot activate 
the machines. The Commission be- 
lieves that some vending machine 
products are nevertheless intended for 
children under 3. In fact, it is likely 
that parents buy these inexensive 
products for their children, for exam- 
ple to keep them occupied while the 
parent is shopping. The proposed reg- 
ulation does not exempt vending ma- 
chine products as a broad category. 
They will therefore be evaluated indi- 
vidually as to whether they are in- 
tended for use by children under 3. 

(c) Regulatory criteria. The pro- 
posed small parts regulation eenters 
on a measuring device—a truncated, 
hollow cylinder—which separates toys 
and their components into two classes, 
according to size and shape 
(§ 1501.4(a)). If a toy or component fits 
entirely within the cylinder, the Com- 
mission believes that it is too small for 
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children under 3 and must therefore 
be banned. 

The dimensions of the cylinder, as 
proposed below, are identical to those 
proposed by FDA in January 1973. 
Data obtained by the Commission and 
analyses performed since 1973 confirm 
that a cylinder with these dimensions 
is the most meaningful, effective, and 
practical way to identify toys and com- 
ponents that present unreasonable 
risks of choking, aspiration, and inges- 
tion to children under 3 years of age. 


The Commission staff first evaluat-— 


ed the relevant medical data found in 
the existing literature. These data on 
the actual dimensions of air and food 
passages in humans are sparse and 
alone are probably insufficient to sup- 
port the determination that objects of 
a particular size are hazardous. How- 
ever, the data proved useful in estab- 
lishing certain approximate size 
boundaries. 

The staff then evaluated the sizes 
and shapes of the objects known to be 
involved in choking, aspiration, or in- 
gestion incidents in children under 3. 
Many of these objects were identified 
in the Bendix contract report. The 
staff found that the cylinder would 
“screen out” the vast majority of such 
objects. 

The staff also evaluated a test device 
with dimensions used by the Commis- 
sion (43 FR 22002, May 23, 1978) and 
the Canadian government to define 
hazardous rattles. This device also 
screened out many objects which were 
involved in actual choking, aspiration, 
or ingestion incidents. However, the 
rattle test device additionally screened 
out a large number of products not so 
involved and not otherwise believed by 
the staff to be hazardous. Based on 
this analysis, the Commission decided 
to incorporate the test cylinder into its 
proposed regulation. 

A June 5, 1978, Commission staff 
report, entitled ‘Human Factors Anal- 
ysis of Ingestion, Aspiration, and 
Choking Injuries,” discusses in some 
detail the link between the cylinder 
and the risks of injury it addresses. In 
particular, the report (which is availa- 
ble from the Office of the Secretary) 
traces the evolution of the cylinder 
and its dimensions. 

Briefly, the design of the cylinder is 
derived from two screening devices 
originally proposed by the Toy Manu- 
facturers of America (TMA). These de- 
vices consisted of a hollow sphere with 
an inside diameter of 1% inches and a 
long narrow cylinder having an inside 
diameter of ¥%-inch and a length of 2% 
inchés. The intent of the sphere and 
the cylinder was to eliminate objects 
which had been involved in ingestions, 
aspirations, and airway obstructions. 
However, use of the two devices incor- 
rectly implied that two separate and 
distinct problems existed. Therefore, 


FDA combined the two TMA devices 
into a single measuring tool, a truncat- 
ed cylinder, which incorporated the di- 
mensions of each. The truncated cylin- 
der screens long slender objects such 
as pins, as well as bulkier objects such 
as small balls. It also screens small ob- 
jects with unusual shapes, which may 
present the identified risks of injury. 

The diameter of the cylinder is 
based upon a set of recommendations 
of the Accident Prevention Committee 
of the American Academy of Pediat- 
rics. As stated in this committee’s cor- 
respondence, the 1%-inch dimension is 
intended to prevent acute tracheal oc- 
clusion. The depth of the cylinder is 
based upon data and medical litera- 
ture available to the Commission 
which indicate that the vast majority 
of objects involved in injuries to chil- 
dren under 3 years of age were less 
than 2% inches in length. 

The regulation proposed below also 
references certain “use and abuse” 
test procedures which the Commission 
published in final form in the FEDERAL . 
REGISTER On January 7, 1975 (40 FR 
1484-85) and which appear at 16 CFR 
1500.51 and 1500.52 (excluding the bite 
test procedure—section (c) of both 
provisions). These procedures are in- 
tended to simulate the normal use and 
reasonably foreseeable damage or 
abuse to which a toy for children 
under three would be subjected. As 
mentioned in the Background section 
above, this concept is contained in the 
statutory definition of a mechanical 
hazard. 

Under the proposed regulation, toys 
(and detached components) are tested 
as potential small parts by being 
placed in the cylinder. They must be 
large enough so that they do not fit 
entirely within the cylinder. If a toy 
does not fit entirely within the cylin- 
der, it is then subjected to the refer- 
enced “use and abuse” procedures. 
The toy is again tested by being placed 
in the cylinder. In addition, any com- 
ponents or pieces that have become 
detached from the toy during the “use 
and abuse” procedures are separately 
tested in the cylinder. If any toy or 
any component or piece of a toy fails 
the test criteria (by being small 
enough to fit entirely within the cylin- 
der), the toy is a banned hazardous 
substance. 

(d) Labeling. The regulation pro- 
posed below does not contain any la- 
beling requirements. The Commission 
has considered and rejected the “‘nega- 
tive” labeling approach that FDA used 
in its 1973 proposal. According to that 
proposed regulation, any toy not in- 
tended for children under 3, which 
contained small parts, had to be la- 
beled with the warning “Caution: Not 
Recommended for Children Under 3 
Years Old.” 
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The 1973 labeling proposal, al- 
though never issued by the FDA or 
the Commission, prompted many man- 
ufacturers and importers to apply this 
label to many of their products. Such 
labeling was apparently designed to 
exempt products automatically from 
coverage of any final small parts regu- 
lation that might be applied to toys in- 
tended for children under 3. The Com- 
mission believes that the label has 
been used indiscriminately and with- 
out regard for the intentions of the 
original proposal. For example, certain 
items, such as squeeze toys and stuffed 
animals which are clearly intended for 
infants, have been distributed in com- 
merce bearing the label. 

Needless to say, the Commission 
strongly discourages improper use of 
age labeling on children’s products. 
The Commission will disregard any 
label on a toy clearly intended for chil- 
dren under 3 that states otherwise. 
However, the Commission encourages 
the use of proper age labeling, and 
this will be one factor it will consider 
before determining whether a particu- 
lar toy is intended for use by children 
under 3 years of age (as discussed in 
the Scope section above). 

The Commission believes that a neg- 
ative labeling requirement is not 
needed because the proposal below 
clearly states the intended scope of 
the regulation. 

(e) Effective date. The Commission 
believes that a l-year lead time is con- 
sistent with the design-production 
cycle followed by most companies 
whose products would be subject to 
the regulation. This cycle is fully dis- 
cussed in the May 1978 staff report en- 
titled “Economic Assessment of the 
Proposed Small Parts Regulation,” 
which is available from the Office of 
the Secretary. 

However, the Commission would like 
to make the regulation effective 
sooner than 1 year after it is published 
in final form in the FEDERAL REGISTER. 
The test cylinder has been available 
since 1973 to toy companies, most of 
which already produce complying 
products (see economic discussion in 
section (f), below). 

The Commission is proposing that 
the small parts regulation become ef- 
fective 6 months after it is published 
in final form. The affected industry 
and consumers are especially invited 
to submit comments~on this proposed 
effective date. 

The regulation would apply to all 
covered toys which are introduced into 
interstate commerce after the effec- 
tive date, and it includes an explana- 
tion of when this occurs (see 
§ 1500.18(a)(9)). 

(f) Economic considerations. The 
Commission expects the industrywide 
economic impact of the small parts 
regulation to be small. The results of a 
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standardized retail store survey sug- 
gest that the vast majority of toys and 
children’s articles already meet the re- 
quirements of the proposed regula- 
tion. 

In part because of the existing vol- 
untary standard (discussed in the 
Background section above) and the 
specific exemptions of certain toys 
under section 1501.3, only a small frac- 
tion of toys would be affected by the 
small parts regulation proposed below. 

Of those firms whose products do 
not currently meet the requirements, 
the majority are expected to need only 
minor changes to bring their products 
into compliance. Frequently, the nec- 
essary adjustments will simply involve 
removal from-the product of a small 
part which does not change the basic 
nature or function of the product. Al- 
ternatively, the manufacturer could 
redesign the product so that the small 
part is larger and thus complies with 
the regulation. 

In some cases the regulation will 
pose problems for manufacturers of 
products which contain small parts 
that a child can easily detach from a 
toy. The Commission believes that ex- 
isting technology can solve such prob- 
lems because nearly identical products 
exist which do not have such easily-de- 
tached small parts. More glue, rivets, 
or other such solutions may be suffi- 
cient to bring a product into compli- 
ance, with only minor cost increases. 

The Commission does not expect 
small businesses to face undue hard- 
ship in meeting the requirements of 
the regulation, as proposed. The eco- 
nomic considerations concerning the 
small parts proposal are fully dis- 
cussed in the May 1978 staff report 
cited in the discussion of the effective 
date, above. 

(g) Environmental considerations. 
An assessment of the potential envi- 
ronmental impact has been made of 
the small parts regulation proposed 
below. The Commission concludes that 
there are no potentially significant en- 
vironmental impacts associated with 
it. Therefore, there is no need for an 
environmental impact statement. A 
copy of the environmental assessment 
is available from the Office of the Sec- 
retary. 


CONCLUSION 


The Commission finds preliminarily 
that certain toys and other articles in- 
tended for use by children under 3 
years of age present an unreasonable 
risk of injury to children in this age 
group. Available injury data show that 
chokings, aspirations, and ingestions 
are caused by the small size of these 
products and by their components. 
The Commission believes that all 
products which are covered by the 
proposed regulation, and which fail to 
meet the test criteria, present an un- 
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reasonable risk of injury to children 
under 3 years of age. This preliminary 
finding of unreasonable risk is based 
on the belief that the relatively small 
economic impact that would result 
from regulation of these products is 
far outweighed by the reduction of the 
risk that will also result from the reg- 
ulation. 

Accordingly, pursuant to provisions 
of the Federal Hazardous Substances 
Act (secs. 2(f)(1D), 2(q)(1)(A), 2(s), 
3(e)(1), and 10, 74 Stat. 372, 374, 375 as 
amended 80 Stat. 1304-05, 83 Stat. 
187-89 (15 U.S.C. 1261, 1262, 1269)), in 
accordance with the provisions of 5 
U.S.C. 553, and under authority vested 
in the Commission by the Consumer 
Product Safety Act (Pub. L. 92-573, 
sec. 30(a), 86 Stat. 1231 (15 U.S.C. 
2079(a)), the Commission proposes to 
amend title 16, chapter II, subchapter 
C by adding a new paragraph (a)(9) to 
§ 1500.18 and by adding a new part 
1501, as follows: 


PART 1500—HAZARDOUS SUBSTANCES AND 
ARTICLES; ADMINISTRATION AND ENFORCE- 
MENT REGULATIONS 


§ 1500.18 Banned toys and other banned 
articles intended for use by children. 


(a) Toys and other children’s articles 
presenting mechanical hazards. Under 
tne authority of section 2(f)(1)(D) of 
the act and pursuant to provisions of 
section 3(e) of the act, the Commission 
has determined that the following 
types of toys or other articles intended 
for use by children present a mechani- 
cal hazard within the meaning of sec- 
tion 2(s) of the act because in normal 
use, or when subjected to reasonably 
foreseeable damage or abuse, the 
design or manufacture presents an un- 
reasonable risk of personal injury or 
iliness: 


s e * * * 


(9) Any toy or other article intended 
for use by children under 3 years of 
age which presents a choking, aspira- 
tion, or ingestion hazard because of 
small parts as determined by part 1501 
of this chapter and which is intro- 
duced into interstate commerce after 
the date that is 6 months following 
publication of the final regulation in 
the FEDERAL REGISTER. For purposes of 
this regulation, introduction into in- 
terstate commerce is defined as fol- 
lows: A toy or children’s article manu- 
factured outside the United States is 
introduced into interstate commerce 
when it is first brought within a U‘S. 
port of entry. A toy or children’s arti- 
cle manufactured in the United States 
is introduced into interstate commerce 
(1) at the time of its first interstate 
sale, or (2) at the time of its first intra- 
state sale if one or more of its compo- 
nents and/or raw materials were re- 
ceived interstate, whichever occurs 
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earlier. Part 1501 defines the term 
“toy or other article intended for use 
by children under 3,” as used in this 
regulation, and exempts certain prod- 
ucts from banning under this regula- 
tion. 


PART 1501—METHOD FOR IDENTIFYING TOYS 
AND OTHER ARTICLES INTENDED FOR USE 
BY CHILDREN UNDER 3 YEARS OF AGE 
WHICH PRESENT CHOKING, ASPIRATION, 
OR INGESTION HAZARDS BECAUSE OF 
SMALL PARTS 


Sec. 

1501.1 Purpose. 

1501.2 Scope. 

1501.3 Exemptions. 

1501.4 Size requirements and test proce- 
dure. 


Autuority: Sec. 2(f)(1D), (q)(1)(A), (s), 
3(e(1), and 10; 74 Stat. 372, 374, 375 as 
amended 80 Stat. 1304-05, 83 Stat. 187-89; 
(15 U.S.C. 1261, 1262, 1269). 


§ 1501.1 Purpose. 


Section 1500.18(a)(9) of this chapter 
classifies as a banned hazardous sub- 
stance, any toy or-other article intend- 
ed for use by children under 3 years of 
age which presents a choking, aspira- 
tion, or ingestion hazard because of 
small parts. This part 1501 describes 
certain such articles which are subject 
to § 1500.18(a)(9); lists certain such ar- 
ticles which are specifically exempted; 
and provides a test method for deter- 
mining whether such an article is haz- 
ardous to children under 3 because it, 
or one of its components which can be 
detached or broken off during normal 
or reasonably foreseeable use, is too 
small. 


§ 1501.2 Scope. 


(a) This regulation (1500.18(a)(9) 
and the criteria described in § 1501.4 
below) applies to all toys and other ar- 
ticles intended for use by children 
under 3 years (36 months) of age that 
are introduced into interstate com- 
merce after the effective date. Such 
articles include, but are not limited to: 
Squeeze toys; teethers; crib exercisers; 
crib gyms; crib mobiles; other toys or 
articles intended to be affixed to a 
crib, stroller, playpen, or baby car- 
riage; pull and push toys; pounding 
toys; blocks and stacking sets; bathtub, 
wading pool and sand toys; rocking, 
spring, and stick horses and other fig- 
ures; chime and musical balls and car- 
ousels; jacks-in-the-box; stuffed, plush, 
and flocked animals and other figures; 
preschool toys, games and puzzles in- 
tended for use by children under 3; 
riding toys intended for use by chil- 
dren under 3; infant and juvenile fur- 
niture articles which are intended for 
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use by children under 3 such as cribs, 
playpens, baby bouncers and walkers, 
strollers and carriages; dolls which are 
intended for use by children under 3 
such as baby dolls, rag dolls, and bean 
bag dolls; toy cars, trucks, and other 
vehicles intended for use by children 
under 3. In addition, such articles in- 
clude any other toys or articles which 
are intended, marketed or labeled to 
be entrusted to or used by children 
under 3 years of age. 

(b) This regulation does not apply to 
toys or articles which are solely in- 
tended for use by children 3 years of 
age or older. In addition, it does not 
apply to all articles to which children 
under 3 years of age might have access 
simply because of presence in a house- 
hold. Certain articles which are spe- 
cifically exempted from this regula- 
tion are listed in § 1501.3 below. 


§ 1501.3 Exemptions. 


Although often used by children 
under 3 years of age, the following ar- 
ticles are exempt from this regulation 
(8§ 1500.18(a)(9) and 1501.4 below): 

(a) Balloons; 

(b) Marbles (except as components 
of an article intended for use by chil- 
dren under 3 years of age); 

(c) Books and other articles made of 


Paper; 

(d) Writing materials such as cray- 
ons, chalk, pencils, and pens; 

(e) Children’s clothing and accesso- 
_ such as shoe lace holders and but- 

ns; 
(f) Grooming, feeding, and hygiene 
products such as diaper pins and clips, 
barrettes, toothbrushes, 
glasses, dishes, and eating utensils; 

(g) Records; 

oe Modeling clay and similar prod- 
ucts; 

(i) Fingerpaints, watercolors and 
other paint sets; 

(j) Rattles (as defined at 16 CFR 
1510.2); and 

(k) Pacifiers (as defined at 16 CFR 
1511.2(a)). 


§ 1501.4 Size requirements and test proce- 
dure. 


(a) No toy or other children’s article 
subject to §1500.18(a)(9) and to this 
part 1501 shall be small enough to fit 
entirely within a cylinder with the di- 
mensions shown in figure 1, when 
tested in accordance with the proce- 
dure in paragraph (b) of this section. 
In testing to ensure compliance with 
this regulation, the dimensions of the 
Commission’s test cylinder will be no 
greater than those shown in figure 1. 
(In addition, for compliance purposes, 
the English dimensions shall be used. 
The metric approximations are includ- 
ed only for convenience.) 

(b)(1) Place the article, without com- 
pressing it, into the cylinder. If the ar- 
ticle fits entirely within the cylinder, 
in any orientation, it fails to comply 
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with the test procedure. (Test any de- 
tached components of the article the 
same way.) 

(2) If the article does not fit entirely 
within the cylinder, subject it to the 
appropriate ‘‘use and abuse” tests of 
16 CFR 1500.51 and 1500.52 (excluding 
the bite tests of §§1500.5l(c) and 
1500.52(c)). Any components or pieces 
(excluding paper, fabric, yarn, or fuzz) 
which have become detached from the 
article as a result of the use and abuse 
testing shall be placed into the cylin- 
der, one at a time. If any such compo- 
nents or pieces fit entirely within the 
cylinder, in any orientation and with- 
out being compressed, the article fails 
to comply with the test procedure. 


Interested people are invited to 
submit, on or before December 15, 
1978, written comments on this pro- 
posal. The Commission will consider 
late comments to the extent practica- 
ble. Comments and any accompanying 
data or materials should be submitted, 
preferably in five copies, to the Secre- 
tary, Consumer Product Safety Com- 
mission, Washington, D.C. 20207. Re- 
ceived comments may be seen in the 
Office of the Secretary, 1111 18th 
Street NW., Washington, D.C. during 
working. hours Monday’ through 
Friday. 


Dated: October 11, 1978. 


SaDYE E. Dunn, 
Secretary, Consumer 
Product Safety Commission. 


(FR Doc. 78-29136 Filed 10-13-78; 8:45 am] 
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